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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHS FROM 

THE MAILING DATE Oh I HIS COMMUNICATION. 

Extensions of lime ni.iy bu -wail.bl, under llu; provisions ,\ 37 CFR 1 .1 36 (... In n, ovont, hn W :m, m,y a reply he timely filed 

otter SIX (6) MONTHS from the ituiiliruj iKite of this t:unimuiiicution. 
,f the period for reply spoot.ed .have ,s less Th.n thtrty (30) d;iys. n reply within the statutory minimum of thirty ,30, days w,„ 

,f NO irrnrlep^'l-speni.ied .hove, the „ ia x,mum statutory period wil, apply and w.l expire SIX (6, MONTHS from the ma.hng d a ,e of this 

- F a i lu r to 'r op I y 'within the set or extended period for reply w„., by statute, cause the Ration to become ABANDONED ,35 U.SC. 5 1 33). 
Any reply rece.ve (1 hy the Office Inter than tl.ee months after the ma.li.u, date of this communication, even ,f hmely fled, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 ) X Responsive to communication(s) filed on Jun 18, 2001 — - — ' 



2a) X This action is FINAL. 



2b) This action is non-final 



3) Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex pane Quayie, 1935 CD. 11; 453 O.G. 213. 



Disposition of Claims 

4) X Claim (s) 7-50 a nd 76-8 3 



4a) Of the above, claim(s) 

5) Claim (s) __ 

6) X Claim(s) 7-50 and 7 7-80 



7) X Claim(s) 7 6 and 81- 83 

8) Claims 



is ; are pending in the application, 
is/are withdrawn from consideration, 
is/are allowed. 

is/are rejected. 

_ is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9) The specification is objected to by the Examiner. 



is/are objected to by the Examiner. 

is: a) approved b) disapproved. 



10) The drawing(s) filed on 

11) The proposed drawing correction filed on 
1 2) The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 
a) All b) Some* c) None of: 

1 . Certified copies of the priority documents have been received. 

2, Certified copies of the priority documents have been received in Application No. 

3 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
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1)11 All I I) ACTION 

Information Disclosure Statement tiled 03 2K (Ml. Hxtens.on otT.me tiled 04 06 00 and 
10 30 0(1. Declaration 04 06 00. Hleclion filed 10 30 0(1. Amendment A Hied 03 26 Ol . Request 
for Intension ol'Time filed 06 18 01. and Amendment » filed 06 IS Ol. 

Claim Rejections- 35 L .S.C. § 103 

1 . The following is a quotation of 35 US.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

,„ A patcn, „»v no, be obtained .hough ,he invent is no. identically disclosed ^^^^ 

\i , , IIP ol'ihis title il lhc differences between the subject matter -ought to he patented and the pnoi alt 
S L v h act whole tt0ulJ , m e been obvious a, the time the invention was made * a Person 

Z ins !!rL" £ll "n the ar, u, wh.ch said subject ,na„cr penains. Pa.cn.ahi.i.y shaH nn, he negated by the 

manner in which the invention was made 

Claims 1-50 are rejected under 35 U.S.C. 103(a) as being unpatentable over Black hP 0 
863 134 C134). 

Black teaches a compound useful as a Cox-2 inhibitor for pain relief, fever and 
intlamma ,i„„ of a variety symptoms disclosed on page 3. lines 29-36. The compound can be 
administered orally in the form of tablets, troches, lo/enges. or capsules (page 4. fines 1-12). The 
tablets comprising active ingredient in admixture with excipients. i.e. diluents. d,s,ntegrants. 
b,nd,ng agents, wetting agents, and surfactant (page 4. lines 1 5-3H). The active age,,, present in 
an amount of 10 to 250 mg. and carrier material may N ary from about 5 to about 95% (page 5. 
lines 39-58). The dosage can be administered oi.ee or twice a day. and will provide effective T, ; 
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over a 24 hours period (page X l.nes 22-27). lixample 2 diselo.es the amount of cxeipients use 
in a tablet. 

The examiner notes that the reference is silent as to the teaching ofeelecoxib. However. 
„ „ the position of. he examiner ,ha, eeleeox.b is one of .Ik- selective Con-2 inhibitor and thus, it 
w0U | d have been prima lace obvious for one of the ordinary skill in this art to. by routine 
experimentation determine suitable Cox-2 inhibitor to treat eyclooxygcnase-2 mediated diseases 
without any advert side effect to the gastrointestinal. 

Response to Arguments 

2. Applicant's arguments filed 06.' 1 HO 1 have been fully considered but they are no. 

persuasive. The lixaminer maintains the above 103(a) rejection. 

Applicant argues that Black does not teach a relative bioavailability not less than about 

50%, by comparison with an orally delivered solution containing the same amount ofeelecoxib. 
I lowever. applicant's specification page 48. hues 15-16 discloses, co-prccipitating the eclecoxib 
w,th a wetting agent (composition C) increased the bioavailability of eeleeox.b. Black teaches a 
compound useful as a Cox-2 inhibitor in the form of powders, granules, tablets, troches, 
suspensions, or emulsions for pain relief, fever and inflammation. The composition comprises 
carriers, diluents. exe.pien.s. surfactant, dispersing agent, and wxlii«ent in an amount falls 
within the claimed ranges. The composition is for controlled release, or sustained release having 
the claimed hall-live. e.g.. over 24 hour period. Accordingly, Black does recognize the use of 
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wetting agent in povv der or granule formulation. Thus, it would have been obvious for one of the 
ordinary skill >n th.s art to. by routine experimentation determine a suitable bioavailability rate of 
lhc compound useful as a C ox-2 inhibitor that is useful for the treatment ofeyelooxygenase-2 
mediated diseases without any advert side effect to the gastrointestinal, furthermore, the burden 
is shifted to the applicant to establish that the powder or granule formulation of Hlaek does not 
have the bioav ailability rate of 50% or more. 

Allowable claims 

Chums 76. and X 1-83 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any interv ening claims. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 

policy as set forth in 37 C'FR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire IIIRII 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is no. mailed until after 
the end of the 1 1 IKI I -\!ON 1 II shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension lee pursuant to 37 
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11 R 1.136(a) will be calculated from the mailing date ofthe advisory action. In no event, 
however, will the statutory period tor reply expire later than SIX MONTHS from the mailing 
date of this final action. 



Correspondence 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Susan Iran w hose telephone number is (703) 306-5816. The examiner can 
normally be reached on Monday through Thursday from 600 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page, can be reached on (703) 308-2927. The lax phone number for the 
organization where this application or proceeding is assigned is (703) 305-3:^92. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703 ) 308- 1 235. 
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